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Examiner 

Shahnam Sharareh 



Applicant(s) 



Art Unit 

1619 



The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on 05 January 2001 . 
2a)D This action is FINAL. 2b)Q This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 1 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1.15-19 and 24-51 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) ^ Claim(s) 1. 15-19, 24-51 are subject to restriction and/or election requirement. 
Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)QAII b)D Some*c)D None of: 

1 .D Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) O Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) O Other: 
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DETAILED ACTION 
Election/Restrictions 

This application contains claims directed to the following patentably distinct 
species of the claimed invention: 

A) various agents of exogenous origin (claims 1, 15-18, 30, 33, 36, 41, 49), 

B) various types of abnormalities characterized by lesions or cellular 
abnormalities originate from various tissues of (claims 1,19, 38-40, 47- 
48) 

C) various types of disorder such as onychomycosis (claims 31 , 34, 42, 50) 
or other cutaneous disorders as set forth in the specification such as 
Acne. 

D) a precursor of photoporphyrin IX (claims 1 , 15-19, 30-51 ). 

The Markush format of the instant claims encompass multiple independent and 
patentably distinct inventions, because depending oflthe species, the process 
steps, clinical monitoring and clinical outcome would be different. For example, methods 
of photoactivating an agent in ureters or vagina requires patentably distinct 
apparatuses, process steps and pharmaceutical formulation as those directed for 
photoactivating conjuctivet esophagus or stamach. Accordingly, the process steps and 
"thus the method would be patentably distinct. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, 1 , 19, 36 are generic. 
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Applicant is recommended to elect species that are adequately disclosed in the 
specification meeting the requirements set forth in 35 USC 112 first paragraph as set 
forth in pages 14-18, 31-36 of the specification. For example, Applicant is required to 
elect a single disclosed species for the specific aget of origin (fungal, parasitic, bacterial, 
virus), type of tissues or origin (conjuctia, anal, nasal, etc.), the type of disorder to be 
treated, and a specific precursor of choice. 

In the event that the Markush-type claims are not found to be allowable, the 
examination of the claims presented will be limited to the Markush-type claims to the 
extent that they read on the elected species and claims directed solely to the elected 
species. The claims directed solely to the non-elected species will be held withdrawn 
from consideration. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added . An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 
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Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case . In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

Applicant is also requested to provide a substitute specification accompanied 
with a set of the pending claims because some of the pages of the specifications have 
been improperly hole punched during the filing of this application. 

A substitute specification filed under 37 CFR 1 .125(a) must only contain subject 
matter from the original specification and any previously entered amendment under 37 
CFR 1.121. If the substitute specification contains additional subject matter not of 
record, the substitute specification must be filed under 37 CFR 1.125(b) and must be 
accompanied by: 1) a statement that the substitute specification contains no new 
matter; and 2) a marked-up copy showing the amendments to be made via the 
substitute specification relative to the specification at the time the substitute 
specification is filed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shahnam Sharareh, PharmD whose telephone number 
is 703-306-5400. The examiner can normally be reached on 8:30 am - 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Diana Dudash can be reached on 703-308-2328. The fax phone numbers 
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for the organization where this application or proceeding is assigned are 703-308-4556 
for regular communications and 703-308-4556 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 



1123. 



Shahnam Sharareh, 
Patent Examiner 
Art Unit 1619 / 





